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In response to the Examiner's Answer mailed on March 3, 2010, the 
Applicant of the above-referenced patent application (hereinafter Appellant) hereby 
maintains the appeal to the Board of Patent Appeals and Interferences. Appellant 
requests the reversal of the Final Rejection. 
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Status of Claims 

Claims 38, 39, 41, 44, 47-56, 58, 60, 62-68, 103-105 and 109-111 are presently 
pending in the case. Claims 38, 39, 41, 44, 47-56, 58, 60, 62-68, 103-105 and 109-111 
have been finally rejected. The rejection of each of claims 38, 39, 41 , 44, 47-56, 58, 60, 
62-68, 103-105 and 109-111 is hereby appealed. 



Claims 1-37, 40, 42, 43, 45, 46, 57, 59, 61, 69-102 and 106-108 have been 
cancelled. 
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Grounds of Rejection to be Reviewed on Appeal 

Appellant continues to request review of the Examiner's following grounds of 
rejection: 

Claims 38, 39, 41, 44, 47-56, 58, 60, 62-68, 103-105 and 109-111 have been 
rejected under 35 U.S.C. §1 03(a) as being unpatentable over WO 01/85136 to Weers et 
al (hereinafter Weers et al), as evidenced by US 2002/0177562 to Weickert et al 
(hereinafter Weickert et al), 2000 Journal article to Weidmann et al (hereinafter 
Weidmann et al) and WO 00/01365 to Didriksen (hereinafter Didriksen). 

Claims 38, 39, 41, 44, 47-56, 58, 60, 62-68, 103-105 and 109-111 have been 
provisionally rejected under the judicially created doctrine of obviousness-type double 
patenting as being unpatentable over claims of U.S. Patent Application No. 11/187,757. 
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Argument 

Appellant believes each of claims 38, 39, 41, 44, 47-56, 58, 60, 62-68, 103-105 
and 109-1 1 1 is improperly rejected and is therefore allowable for the reasons set forth in 
Appellant's Appeal Brief filed on January 25, 2010. The present Reply Brief is being 
filed to specifically address some of the issues raised by the Examiner in the Examiner's 
Answer mailed on March 3, 2010. The comments herein are merely supplemental to 
the arguments made in the Appeal Brief and are not meant to replace those arguments. 

The rejections under §1 03(a) are improper 

The Examiner's rejection of independent claim 38, for example, under 35 USC 
§1 03(a) as being unpatentable over Weers et al as evidenced by Weickert et at, 
Weidmann et al and Didriksen, continues to be improper. 

As discussed in the Appeal Brief, Weers et al does not teach or suggest a 
pharmaceutical formulation with insoluble active agent particles in a phospholipid 
matrix, wherein the particulates do not comprise lactose. Throughout the vast majority 
of Weers et al, the reference teaches particulates where a solution of an active agent 
(as opposed to particles of active agent) is dispersed within a phospholipid matrix. The 
Weers et al particulates do not, in general, comprise insoluble active agent particles. 
The one exception to this teaching is Example V where Weers et al discloses 
budesonide particles that are in a phospholipid matrix. However, in this example, the 
budesonide is combined with lactose (see page 12 lines 1-4). 

Claim 38 explicitly excludes lactose-containing particles from its ambit. To 
account for Weers et al's teaching of the use of lactose, the Examiner first contended 
that it would have been obvious to eliminate "lactose carrier particles" from the Example 
V version of Weers et al. However, there are no lactose carrier particles in Example V 
of Weers et al. Instead, the lactose in Weers et al Example V is within the particulates 
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themselves. Accordingly, the "modification" posited by the Examiner was no 
modification at all and would not have resulted in the invention of Appellant's claim 38. 

In the Reply Brief, the Examiner corrected this error and now contends that it 
would have been obvious to one of ordinary skill in the art to use something other than 
lactose in the particulates of Example V. However, the Examiner provides no evidence 
for this allegedly-obvious modification. Instead, the Examiner appears to be relying on 
an "obvious to try" rationale, such as that formulated in KSR International v. Teleflex . 
127 S. Ct. 1727, 82 U.S.P.Q.2d 1385 (2007). However, the present case is not 
controlled by KSR for several reasons. For example, unlike in KSR , the modification 
presently proposed by the Examiner is not one that would have been well within the 
grasp of one of ordinary skill in the art at the time the invention was made. There is no 
evidence to suggest that this is a situation where the ordinary artisan could have 
combined in the teachings in a manner that would result in the invention of claim 1, and 
there is no evidence to suggest the artisan would have seen the benefit in doing so. 
Actually, the artisan would have seen more of a benefit in not doing so, since a lactose- 
containing version is successfully exemplified in the reference. Furthermore, the 
unpredictable nature of changing excipients in pharmaceutical formulations 
distinguishes the present case from the straight-forward mechanical substitutions in 
KSR . For at least these reasons, the rejection of claim 1 is not supported by the KSR 
decision, and claim 1 is allowable over the references cited. 

The Examiner then goes on to improperly rely on another Weers et al Example. 
In the Reply Brief, the Examiner now points to Weers et al Example VII to show 
particulates not containing lactose. However, the Example VII particulates are not 
particulates that contain insoluble active agent particles. As can be seen from Weers et 
al page 29 lines 7-9, in this Example, the budesonide is dissolved in the feedstock, as 
opposed to the suspended particles in the Example V version. Thus, Example VII of 
Weers et al would be solid solution particulates and would bear very little relevance to 
the issues under appeal. 
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The balance of the independent claims similarly distinguishes Weers et al and 



the other applied references. 
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Conclusion 

Thus, it is believed that all rejections made by the Examiner have been 
addressed and overcome by the above arguments and the arguments provided in the 
Appeal Brief. Therefore, all pending claims are allowable. A reversal is respectfully 
requested. 

Should there be any questions, Appellant's representative may be reached at the 
number listed below. 

Respectfully submitted, 
JANAH & ASSOCIATES 



Dated: May 3, 2010 




Guy Tucker 

Janah & Associates 

650 Delancey Street, Suite 106 

San Francisco, CA 94107 

Phone: (415) 538-1555 

Fax: (415)538-8380 



